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Presenter
Presentation Notes
My name is Elaine Keller, President of the Consumer Advocates for Smoke-Free Alternatives Association (CASAA). I have no conflicts of interest to declare. 

CASAA’s mission is to save lives by providing the public with truthful information about effective, affordable, reduced-harm alternatives to smoking.
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45 Pack Years

• Loud nighttime wheezing
• “Productive” morning cough
• Laughing triggers coughing jags

Presenter
Presentation Notes
Before I address TPSAC’s Draft report on Dissolvables, I have a true story to share with you.

During the last several years that I smoked, I was being kept awake at night by my own loud wheezing. I had a productive morning cough. Laughing would trigger an embarrassing coughing jag.
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Stopped Smoking

• Loud nighttime wheezing
• “Productive” morning cough
• Laughing triggers coughing jags

←Gone
←Gone

←Gone

Presenter
Presentation Notes
On March 27, 2009 I finally smoked my last cigarette.  Within a month, the wheezing and the morning phlegm were gone.  Best of all, I was able to enjoy a good belly laugh for the first time in years.

How many of you believe that these health improvements would have happened if I had continued to smoke for the past three years?  Anyone?  Me neither.
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Presenter
Presentation Notes
Why didn’t I stop smoking earlier? It wasn’t for lack of trying. The problem is that every medically approved smoking cessation method requires complete abstinence from nicotine.

When my inability to concentrate, pay attention, and remember became unbearable, I would relapse.  I tried again, only to experience defeat, time after time. Don’t think for a moment that I am the only victim of this wheel of misfortune. The vast majority of today’s smokers will never be able to quit if nicotine abstinence is a requirement.
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Smokers Who Can’t Quit
• Institute of Medicine 

– 10 to 15% of adults will continue to smoke
– 32.2 million to 46 million smokers

• Royal College of Physicians
– Smokers smoke for nicotine
– Substitutes could save millions of lives

Stratton, K., Shetty, P., Wallace, R., & Bondurant, S. (2001). Clearing the smoke: assessing the science base for 
tobacco harm reduction. Washington, DC: Institute of Medicine National Academies Press.
Tobacco Advisory Group of the Royal College of Physicians, October 2007. Harm reduction in nicotine addiction: 
Helping people who can't quit. ISBN 978-1-86016-319-7.

Presenter
Presentation Notes
How did I finally manage to stop inhaling smoke?

I switched to what was then a brand-new product called an electronic cigarette. The device vaporizes a liquid solution that contains a small amount of nicotine.

Imagine my dismay when I learned the FDA wanted to ban these products 
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FDA CDER Misrepresentation

• Name calling – carcinogens & antifreeze
• Card-stacking (selective omission)

– 8 ng/g TSNAs versus 126,000 ng/g
– 1,000 cartridges/day might poison users

• Assertion – unsupported accusations
– “could attract youth”
– “could contain toxic ingredients”

• Bandwagon – many public health “experts” 
fear this product

Presenter
Presentation Notes
I used to believe in science and in the honesty and good will of scientists, researchers, and doctors.

In July 2009, I lost my credulity and my innocence.

The FDA’s Center for Drug Evaluation and Research issued a news release headlined:  FDA and Public Health Experts Warn About Electronic Cigarettes

The press statements cleverly employed classic propaganda techniques with the goal of making the public believe these products are much more dangerous than conventional combusted cigarettes.

“They contain carcinogens and toxic chemicals such as diethylene glycol, an ingredient used in antifreeze,” announced the lead paragraph.

The words “carcinogens” and “antifreeze” were carefully selected, aimed at creating feelings of fear and loathing on the part of the audience.  

CDER failed to mention that conventional tobacco cigarettes contain nearly 16,000 times higher levels of the so-called carcinogens.

The FDA found 1% DEG in a cartridge that holds half a ml of liquid. CDER failed to mention even a small adult weighing in at 50 kilos would need to drink the contents of a thousand cartridges in a single day to reach a lethal dose. 

Unsupported conjecture was expressed with all the conviction of proven fact by a host of experts who had no first-hand knowledge whatsoever.

The goal of the campaign was to make the public believe these products are much more dangerous than conventional combusted cigarettes. To a large extent, the campaign was effective. Smokers who had been considering trying e-cigarettes announced, “Man, those things will give you cancer or poison you.  I’m sticking with my smokes!”

Numerous foreign countries banned sales of e-cigarettes, based on the press coverage of the FDA’s testing. Millions of smokers across the world were denied the opportunity to switch to an alternative that might have saved their bodies from further smoke damage.
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Draft Report: Constituent Yields

• Nicotine yields similar to NRT
• Greatly reduced exposure to TSNAs
• Peer-reviewed literature omits vital data
• First rule of toxicology

– The dose makes the poison
• Are heavy metals & chemicals at toxic 

levels?

Presenter
Presentation Notes
I have seen some of the same “hidden persuader” techniques applied in the testimony and reports presented to this committee regarding dissolvable tobacco products. I commend the committee for looking past the hype and recognizing that dissolvable tobacco products reduce exposure to TSNAs and do not increase nicotine intake.

The important issue is not that some potentially harmful substances been detected in the products. We have these in our drinking water. The issue is whether these substances are present in large enough quantities to endanger health.  Are they?  The peer reviewed literature failed to reveal this important information.
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Reduced TSNA Exposure
Product Micrograms Daily Dose Daily 

Exposure
Nicotine patch – 4 mg 0.008 per patch 1 patch 0.008

*Electronic cigarette – 16 mg 0.00818 per g 1.5 g 0.012

Nicotine gum – 4 mg 0.002 per piece 8 pieces 0.016

Ariva orbs 0.19 per g 20 pieces (5.5 g) 1.045

Stonewall orbs 0.28 per g 20 pieces (5.5 g) 1.540

Skoal Bandits 1.3 per g 8 g 10.400

Swedish snus (General) 2.0 per g 8 g 16.000

Winston Full Flavor Cigarettes 3.4 per g 20 g (cigarettes) 68.000

Newport Full Flavor Cigarettes 3.9 per g 20 g (cigarettes) 78.000

Camel Full Flavor Cigarettes 5.2 per g 20 g (cigarettes) 104.000

Marlboro Full Flavor Cigarettes 6.3 per g 20 g (cigarettes) 126.000

Presenter
Presentation Notes
It isn’t enough to say that TSNA yields of dissolvables are lower than those of cigarettes. The public should be informed that levels are more than 100 times lower.

If switching to snus results in the same life-expectancy as becoming completely abstinent, it stands to reason that switching to a dissolvable form of tobacco could provide similar life-saving benefits.
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Snus Effects on Smoking & Tobacco Use

End Smoking NZ, Snuffing linked with lower overall cancer rates than smoking at the main sites of tobacco use. 
http://www.smokeless.org.nz/tobaccocancers.htm
World Health Organization. 2008. Tobacco Control Database. Latest available figures: March 2008. 
http://data.euro.who.int/Default.aspx?TabID=2444 National statistic authorities 

% 
Smoking

% Use 
Snus

% Use 
Tobacco

Sweden – Men 1981 34 13 47
Sweden – Men 2007 12 19 31

Sweden – Women 1981 26.7 0.3 27
Sweden – Women 2007 16 4 20

Presenter
Presentation Notes
TPSAC’s Draft Report states that 50% of snus users in Sweden are new tobacco users.  The report needs to acknowledge that increased use of snus has lowered both the smoking rates and the total use of tobacco.

In 1981, 47% of males used tobacco and 34% were smokers.  27% of women used tobacco and nearly all of them smoked.

The percent who were snus users grew modestly, but total tobacco use among men dropped to 31%, and among women to 20%.

It isn’t enough to state that labeling in Sweden differs from the US.  It’s important to point out that labeling in Sweden doesn’t mislead tobacco users into believing that switching to smoking won’t increase health risks.
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What if Everyone Used 
Nicotine?

*Levy DT, Mumford EA, Cummings KM, Gilpin EA, Giovino G, Hyland A, Sweanor D, Warner KE. The relative risks of a 
low-nitrosamine smokeless tobacco product compared with smoking cigarettes: estimates of a panel of experts. Cancer 
Epidemiol Biomarkers Prev. 2004 Dec;13(12):2035-42.

2010 Total
US Adult Population 312,394,000

*Annual 
Deaths @ 
90% less 
risk

Annual 
Deaths @ 
99% less 
risk

All Smokers Switch 45,300,000 39,268 3,927

All Non-users Start 267,094,000 231,530 23,153
Total Annual Deaths 442,083 270,799 27,080

Lives Saved per Year 171,284 415,003

Presenter
Presentation Notes
Why is the committee concerned that availability of products with much lower health risks than cigarettes might lead to increased use?  

Even if every single adult in the US took up use of a tobacco product 90% less hazardous than smoking, there would be 171 thousand fewer deaths from tobacco each year. 

But it is probably more likely that snus, e-cigarettes, and dissolvables are 99% less hazardous than smoking, which would save over 400 thousand lives each year.
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Clearing the Smoke

“… the best way for 
those who already 
smoke to minimize 
their health risks is 
to quit promptly.”

Stratton, K., Shetty, P., Wallace, R., & Bondurant, S. 
(2001). Clearing the smoke: assessing the science 
base for tobacco harm reduction. Washington, DC: 
Institute of Medicine National Academies Press.

Presenter
Presentation Notes
The Institute of Medicine’s 2001 report, Clearing the Smoke, mentioned something that really should be obvious to everyone in this room.

The faster you can help smokers to stop inhaling smoke, the less irreversible damage will be done to their bodies. Conventional smoking cessation methods and products are not working fast enough. 

One tool to help smokers halt the damage is encouraging them to switch to non-smoked sources of nicotine, such as snus, e-cigarettes, and dissolvable tobacco products.  

It boggles my mind that some people in tobacco control believe that if only they can discourage smokers from switching to something safer, those smokers will suddenly quit altogether.  This type of magical thinking is dangerous. Even if some day they do quit altogether, some day will be too late for many smokers. 
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